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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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earned patent term adjustment. See 37 CFR 1 .704(b). 
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Disposition of Claims 

4) ^ Claim(s) 1-42 is/are pending in the application. 

4a) Of the above claim(s) 15.16 and 22-42 is/are withdrawn from consideration. 
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DETAILED ACTION 

The receipt is acknowledged of applicants' IDS and response to non-final office 
action, both filed 10/01/2007. 

Claims 1-42 are pending. 

Election/Restrictions 
1 . This application contains claims 15, 16, 22-42 drawn to an invention nonelected 
with traverse in the reply filed on 01/04/2007. A complete reply to the final rejection 
must include cancellation of nonelected claims or other appropriate action (37 
CFR 1.144) See MPEP § 821.01. 

Claims 1-14, 17-22 are included in the prosecution. 

The following rejection has been overcome by virtue of applicants' 
remarks: 

The rejection of claims 19-21 under 35 U.S.C. 112, second paragraph, as being 
indefinite. 
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The following rejections have discussed in the previous office action, and 
are maintained for reasons of record: 



Double Patenting 

2. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



3. Claims 1-42 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-48 of U.S. Patent No. 6,582,724. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the present claims and the claims of the issued patent are directed 
to the common subject matter as follows: topical or transdermal formulation comprising 
hydroxide releasing agent, carrier, and local anesthetic. The local anesthetics are 
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recited in claim 37 of the issued patent. Therefore, the claims of the issued patent 
anticipate the present claims. 

4. Claims 1-42 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-33 of U.S. Patent No. 6,673,363. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the present claims and the claims of the issued patent are directed 
to the common subject matter as follows: topical or transdermal formulation comprising 
hydroxide releasing agent, carrier, and local anesthetic. Therefore, the claims of the 
issued patent anticipate the present claims. 

5. Claims 1-42 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-48 of U.S. Patent No. 6,835,392. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the present claims and the claims of the issued patent are directed 
to the common subject matter as follows: topical or transdermal formulation comprising 
hydroxide releasing agent, carrier, and local anesthetic. The local anesthetics are 
recited in claim 43 of the issued patent. Therefore, the claims of the issued patent 
anticipate the present claims. 

6. Claims 1-42 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-41 of U.S. Patent No. 6,586,000 in view 
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of US 5,993,836 ('836). The present claims and the claims of the issued patent are 
directed to the common subject matter as follows: topical or transdermal formulation 
comprising hydroxide releasing agent and active agent. 

The difference between the present claims and the claims of the issued patent is 
that the issued claims do not recite local anesthetic as the drug to be delivered by the 
claimed device and method. 

US '836 teaches topical and transdermal delivery of local anesthetics that is have 
rapid onset and additionally convenient and not messy (col. 3, lines 25-30, 37-39). 

Therefore, it would have been obvious to one having ordinary skill in the art at 
the time of the invention to deliver topical or transdermal formulation comprising 
hydroxide releasing agent and active agent as claimed by US '836, and replace the 
active agent by local anesthetic as disclosed by US '836, motivated by the teaching of 
US '836 that local anesthetics are desirable to be delivered transdermal^ or topically to 
provide rapid onset of local anesthesia, with reasonable expectation of having topical or 
transdermal formulation comprising hydroxide releasing agent and local anesthetic that 
has rapid onset of action to relieve pain rapidly and effectively from the patient in need 
of such treatment. 

7. Claims 1 -42 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 51-52 of 
copending Application No. 10/863,432. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the subject matter claimed in 
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the instant application is fully disclosed in the referenced copending applications and 
would be covered by any patent granted on the copending applications since the 
referenced copending applications and the instant application are claiming common 
subject matter as follows: the present claims and the claims of the copending 
application are directed to the common subject matter as follows: topical or transdermal 
formulation comprising hydroxide releasing agent and local anesthetic. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Response to Arguments 

8. Applicant's arguments filed 10/01/2007 have been fully considered but they are 
not persuasive. 

The examiner acknowledges applicants' intention to hold in abeyance the double 
patenting rejections until there is an indication of allowable subject matter, and then 
reconsider the double patenting rejections under the impact of new rules regarding 
continuing and co-pending applications that might apply at the time. 

However, the "provisional" double patenting rejection should continue to be made 
by the examiner in each application as long as there are conflicting claims in more than 
one application unless that "provisional" double patenting rejection is the only rejection 
remaining in one of the applications. If the "provisional" double patenting rejection in one 
application is the only remaining rejection in that application, the examiner should then 
withdraw that rejection and permit the application to issue as a patent. 
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Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

10. Claims 1-4, 9, 11, 13, 14, 17, 19-21 are rejected under 35 U.S.C. 102(b) as being 
anticipated by US 4,938,970 ('970). 

The present claims are directed to topical composition comprising local 
anesthetic, carrier, sodium hydroxide, wherein the composition has pH of 8.0-13.0. 

US '970 teaches aqueous solution for topical composition comprising local 
anesthetic including lidocaine, and sodium hydroxide to bring the pH of the composition 
to 6.85-8.0 (abstract; col.3, lines 20-30, 42-43; col.6, lines 7-10). The composition 
further comprises cations which read on irritating mitigating agent, in absence of 
disclosure of any irritation mitigating agents (col.3, lines 39-40). The teaching of the 
reference implies using both acidic and non-acidic species of the anesthetic. 

The limitation of the rejected claims are met by US '970. 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

13. Claims 5-8, 10, 12 and 18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US '970. 

The teachings of US '970 are discussed above. 

However, US '970 does not teach pH over 8.0 as claimed by claims 5 and 18, the 
formulation as claimed by claim 6, the amount of enhancement of the delivery as 
claimed by claims 7 and 8, or the amount of hydroxide releasing agent as claimed by 
claims 10 and 12. 

Regarding such values of pH and amounts of hydroxide releasing agent, one 
having ordinary skill in the art would have determined such amounts according to 
specific intended use. Regarding enhancement of the delivery of the formulation, it is 
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expected to be the same from formulation having the same ingredients. Further, topical 
formulations such as gel, lotions and creams are all known for topical use. 

Therefore, it would have been obvious to one having ordinary in the art at the 
time of the invention to provide topical aqueous formulation comprising local anesthetic 
and hydroxide releasing agent having pH value up to 8.0, and further adjust the amount 
of the hydroxide releasing agent according to the specific site of application to obtain 
the desired pH in order to achieve safe topical formulation. 



Response to Arguments 

14. Applicant's arguments filed 10/01/2007 have been fully considered but they are 
not persuasive. Applicants traverse the anticipatory rejection of claims 1-4, 9, 1 1 , 13, 
14, 17, 19-21 and obviousness rejection of the claims 5-8, 10-12 over US '970 by 
arguing that the reference teaches pH up to 8.0 and NaOH is used by the reference for 
different purpose than the present claims as it is used as buffering agent to keep pH at 
or near neutral. 

In response to this argument, applicants' attention is directed to the scope of the 
present invention that is drawn to composition, and all the elements of the composition 
recited by claims 1-4, 9, 11, 13, 14, 17, 19-21 are disclosed by the reference, and 
claims 5-8, 10-12 are obvious over the reference. In response to applicant's argument 
that NaOH used by the reference for a different purpose, a recitation of the intended use 
of the claimed invention must result in a structural difference between the claimed 
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invention and the prior art in order to patentably distinguish the claimed invention from 
the prior art. If the prior art structure is capable of performing the intended use, then it 
meets the claim. The reference disclosed administration of effective amount of local 
anesthetics. The reference disclosed pH up to 8.0, therefore, pH of 8.0 disclosed and 
the claims rejected under anticipatory rejection encompass pH of 8.0 because the 
claims recite range of about 8.0 to 13.0. Regarding the claims rejected under 
obviousness rejection that recite pH of about 8.5 to 11.5, it has been further held that a 
prima facie case of obviousness exists where the claimed ranges and the prior art 
ranges do not overlap but are close enough that one skilled in the art would have 
expected them to have the same properties. Titanium Meals Corp. of America v. 
Banner, 778 F2d 775, 227 USPQ 773 (Fed. Cir. 1985). 

15. Claims 1-14, 17-21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 5,830,497 ('497). 

US '497 teaches medicated plaster having an exposed surface with pH of 7.0 or 
higher comprising active agent including lidocaine hydrochloride (abstract; col.7, lines 7- 
9; col. 9, lines 15-17). PH is adjusted using sodium hydroxide (col.8, lines 65-67). US 
'497 teaches using basic substance in an amount of 0.1 to 10 moles per mole of 
medicine (col. 9, lines 5-7). This teaching implies that the amount of the basic substance 
is not only to neutralize the medicine, but can be as much as 10 times more than the 
medicine casing alkaline pH when neutralizing the formulation. 
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US '497 does not teach specific pH over 8.0 as claimed, the formulation as 
claimed by claim 6, the amount of enhancement of the delivery as claimed by claims 7 
and 8, or the amount of hydroxide releasing agent as claimed by claims 10 and 12. 

Regarding such values of pH and amounts of hydroxide releasing agent, one 
having ordinary skill in the art would have determined such amounts according to 
specific intended use. Regarding enhancement of the delivery of the formulation, it is 
expected to be the same from formulation having the same ingredients. Further, topical 
formulations such as gel, lotions and creams are all known for topical use. 

Therefore, it would have been obvious to one having ordinary in the art at the 
time of the invention to provide topical formulation comprising local anesthetic and 
hydroxide releasing agent having pH value higher than 7.0, and further adjust the 
amount of the hydroxide releasing agent according to the specific site of application to 
obtain the desired pH in order to achieve safe topical formulation. 

Response to Arguments 

16. Applicant's arguments filed 10/01/2007 have been fully considered but they are 
not persuasive. Applicants traverse this rejection by arguing that '497 teaches basic 
substance (e.g., sodium hydroxide or potassium hydroxide) to keep a pH of 7 or higher, 
and describe three different combinations, all of which contain either an acid or an acid 
group, and nothing in the reference that suggests including an enhancing and a 
neutralizing amount of a hydroxide-releasing agent. 
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In response to this argument, applicants' attention is directed to the scope of the 
present invention that is drawn to composition, and all the elements of the composition 
disclosed by the reference except for the specific range of pH. The reference teaches 
both acidic and basic substances, therefore, the reference suggested basic or alkaline 
substances and further disclosed NaOH and KOH that are claimed by applicants. The 
reference disclosed pH higher than 7.0, and it has been held that where the claimed 
ranges overlap or lie inside ranges disclosed by the prior art, a prima facie case of 
obviousness exists. In re Wertheim, 541 F.2d 257, 191 USPQ 90 (CCPA 1976); In re 
Woodruff, 919 F.2d 1575, 16 USPQ2d 1934 (Fed. Cir. 1990). It has been further held 
that a prima facie case of obviousness exists where the claimed ranges and the prior art 
ranges do not overlap but are close enough that one skilled in the art would have 
expected them to have the same properties. Titanium Meals Corp. of America v. 
Banner, 778 F2d 775, 227 USPQ 773 (Fed. Cir. 1985). In response to applicant's 
argument that the reference does not teach enhancing and neutralizing amount of 
NaOH, a recitation of the intended use of the claimed invention must result in a 
structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. The reference 
disclosed administration of effective amount of local anesthetics. 



Conclusion 



Application/Control Number: 10/675,603 Page 13 

Art Unit: 1615 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy 
as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

17. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Isis A. Ghali whose telephone number is (571) 272- 
0595. The examiner can normally be reached on Monday-Thursday, 7:00 to 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
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For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Isis A Ghali 
Primary Examiner 
Art Unit 1615 
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